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Do  not  assume  content  reflects  current 
scientific  knowledge,  policies,  or  practices 


United  States  Department  of  Agriculture, 

OFFICE  OF  THE  SECRETARY— Circular  No.  21,  Revised. 

■Deluding  Regulations  3,  17.  19,  and  34  as  amended  by  F.  I.  D.  79,  84,  and  93,  is* 
February  10,  1908,  and  May  23,  1908,  respective! v.; 


RILES  AND  REGULATIONS  FOR  THE  ENFORCEMENT  OS 
THE  FOOD  AND  DRUGS  ACT. 


INTRODUCTION. 

Under  date  of  October  17,  1906,  forty  rules  and  regulations  for  the  enfon 
the  Food  and  Drugs  Act.  June  30,  1906,  were  adopted.     Since  that  date  four 
lations,  Nos.  3,  17,  19,  and  34,  have  been  amended,  the  first  named  by  F.  I.  I 
"Collection  of  Samples.''  approved  by  Secretary  Wilson  of  the  Department  of  Agri- 
culture,  Secretary  Cortelyou  of  the  Treasury,  and  Secretary  Straus  of  Comi 
and  Labor,  and  the  other  three  by  F.  I.  D.  84,  "  Label"  and  "  Character  of  Name," 
and  F.  I.  D.  93,  "  Denaturing,"  over  the  same  signatures. 

Regulation  2,  Original  Unbroken  Packages,  has  been  further  interpreted  by  F.  I.  D. 
86,  and  Regulation  9,  Form  of  Guaranty,  by  F.  I.  D.  83,  the  latter  an  opinion  ren- 
dered by  the  Attorney-General  on  the  issue  of  a  guaranty  based  upon  a  guaranty. 

In  accordance  with   Regulation    15,  Wholesomeness   of   Colors  in   Preserver 
F.  I.  D.  76,  on  Dyes,  Chemicals,  and  Preservatives  in  Foods;  and  F.  I.  D.  89,  Relat- 
ing t<>  the  Use  in  Foods  of  Benzoate  of  Soda  and  Sulphur  Dioxid,  have  been  issued 
over  the  signatures  of  the  three  Secretaries,  constituting  tentative  decisions  on 
points  pending  the  completion  of  investigations  and  the  issuance  of  final  regulal 
governing  the  use  of  these  substances. 

With  the  exception  of  these  amendments  and  amplifications  the  regulate 
originally  issued  remain  unchanged,  and  no  additional  rules  have  been  adopted,  the 
revision  issued  under  this  date  merely  incorporating  the  changes  enumerated. 

James  Wimon, 

Washington,  D.  C,  May  14,  1908. 


LETTER  OF  TRANSMITTAL. 

Washington,  D.  C, 
TlieSecrcfnriisofthi  Treasury,  of  Agriculture,  and  of  Commen 

Sirs:    The  Commission  appointed  to  represent  your  several  Departments  in  the 
formulation  of  uniform  rules  and  regulations  for  the  enforcement  of  the  food  and 
drugs  act,  approved  June  30,  1906,  lias  reached  a  unanimous  agreement  ai 
fully  submits  the  results  of  its  deliberations  and  recommends  their  adoption. 

Very  respectfully, 

11.  W.  Wii.n. 

.1  tMBS  1      01  KKY. 
8.    V    1'.    V   RTH. 


RULES   AM)  REGULATIONS. 

GENERAL. 
Regulation  1.  Short  Title  of  the  Act. 
The  act,  u  For  preventing  the  manufacture,  sale,  or  transportation 
of  adulterated  or  misbranded  or  poisonous  or  deleterious  foods,  drugs, 

medicines,  and  liquors,  and  for  regulating  traffic  therein,  and  for  other 

purposes. "  approved  June  o<\  1006,  shall  be  known  and  referred  I 
'The  Food  and  Drugs  Act,  June  30,  L906." 

JiTilh    fir  °1    \V       1 


Regulation  2.  Original  Unbroken  Package. 

[See  also  F.  I.  D.  86  for  interpretation  of  this  regulation.] 

(Section  2.) 

The  term  "  original  unbroken  package"  as  used  in  this  act  is  the 

original  package,  carton,  case,  can,  box,  barrel,  bottle,  phial,  or  other 

receptacle  put  up  by  the  manufacturer,  to  which  the  label  is  attached, 

or  which  may  be  suitable  for  the  attachment  of  a  label,  making  one 

complete  package  of  the  food  or  drug  article.     The  original  package 

contemplated  includes  both  the  wholesale  and  the  retail  package. 

Regulation  3.  Collection  of  Samples. 

[As  amended  by  F.  I.  D.  79,  October  8,  1907,  to  take  effect  November  1,  1907.] 
(Section  4.) 

Samples  of  unbroken  packages  shall  be  collected  only  by  authorized 
agents  of  the  Department  of  Agriculture,  or  by  the  health,  food,  or 
drug  officer  of  any  State,  Territory,  or  the  District  of  Columbia,  when 
commissioned  by  the  Secretary  of  Agriculture  for  this  purpose. 

Samples  may  be  purchased  in  the  open  market,  and,  if  in  bulk,  the 
marks,  brands,  or  tags  upon  the  package,  carton,  container,  wrapper, 
or  accompanying  printed  or  written  matter  shall  be  noted.  The  col- 
lector shall  also  note  the  names  of  the  vendor  and  agent  through  whom 
the  sale  was  actually  made,  together  with  the  date  of  the  purchase. 
The  collectors  shall  purchase  representative  samples. 

A  sample  taken  from  bulk  goods  shall  be  divided  into  three  parts, 
and  each  shall  be  labeled  with  the  identifying  marks. 

If  a  package  be  less  than  4  pounds,  or  in  volume  less  than  2  quarts, 
three  packages  shall  be  purchased,  when  practicable,  and  the  marks 
and  tags  upon  each  noted  as  above.  When  three  samples  are  pur- 
chased, one  sample  shall  be  delivered  to  the  Bureau  of  Chemistry  or 
to  such  chemist  or  examiner  as  may  be  designated  by  the  Secretary 
of  Agriculture;  the  second  and  third  samples  shall  be  held  under  seal 
by  the  Secretary  of  Agriculture,  who,  upon  request,  shall  deliver  one 
of  such  samples  to  the  party  from  whom  purchased  or  to  the  party 
guaranteeing  such  merchandise. 

When  it  is  impracticable  to  collect  three  samples,  or  to  divide  the 
sample  or  samples,  the  order  of  delivery  outlined  above  shall  obtain, 
and  in  case  there  is  a  second  sample  the  Secretary  of  Agriculture  may, 
at  his  discretion,  deliver  such  sample  to  parties  interested. 

All  samples  shall  be  sealed  b}T  the  collector  with  a  seal  provided  for 
the  purpose. 

Regulation  4.  Methods  of  Analysis 

(Section  4.) 
Unless  otherwise  directed  by  the  Secretary  of   Agriculture,   the 
methods  of  analysis  employed  shall  be  those  prescribed  by  the  Asso- 
ciation   of   Official  Agricultural   Chemists    and    the   United    States 
Pharmacopoeia. 


Regulation  5.  Hearings. 
(Section  4.) 

(a)  When  the  examination  or  analysis  shows  that  the  provisions  of 
the  food  and  drugs  act,  June  30,  1906,  have  been  violated,  notice  of 
that  fact,  together  with  a  copy  of  the  findings,  shall  be  furnished  to 
the  party  or  parties  from  whom  the  sample  was  obtained  or  who  exe- 
cuted the  guaranty  as  provided  in  the  food  and  drugs  act,  June  30, 
1906,  and  a  date  shall  be  fixed  at  which  such  party  or  parties  may  be 
heard  before  the  Secretary  of  Agriculture,  or  such  other  official  con- 
nected with  the  food  and  drug  inspection  service  as  may  be  commis- 
sioned by  him  for  that  purpose.  The  hearings  shall  be  had  at  a  place, 
to  be  designated  by  the  Secretary  of  Agriculture,  most  convenient  for 
all  parties  concerned.  These  hearings  shall  be  private  and  confined  to 
questions  of  fact.  The  parties  interested  therein  may  appear  in  person 
or  by  attorney  and  may  propound  proper  interrogatories  and  submit  oral 
or  written  evidence  to  show  any  fault  or  error  in  the  findings  of  the  analyst 
or  examiner.  The  Secretary  of  Agriculture  may  order  a  reexamination 
of  the  sample  or  have  new  samples  drawn  for  further  examination. 

(b)  If  the  examination  or  analysis  be  found  correct  the  Secretary  of 
Agriculture  shall  give  notice  to  the  United  States  district  attorney  as 
prescribed. 

(c)  Any  health,  food,  or  drug  officer  or  agent  of  amT  State,  Terri- 
tory, or  the  District  of  Columbia  who  shall  obtain  satisfactory  evidence 
of  any  violation  of  the  food  and  drugs  act,  June  30,  1906,  as  provided 
in  section  5  thereof,  shall  first  submit  the  same  to  the  Secretary  of 
Agriculture,  in  order  that  the  latter  may  cause  notice  to  be  given  to 
the  guarantor  or  to  the  party  from  whom  the  sample  was  obtained. 

Regulation  6.  Publication. 
(Section  4.) 

(a)  When  a  judgment  of  the  court  shall  have  been  rendered  there 
may  be  a  publication  of  the  findings  of  the  examiner  or  analyst, 
together  with  the  findings  of  the  court. 

(b)  This  publication  may  be  made  in  the  form  of  circulars,  nop 

or  bulletins,  as  the  Secretary  of  Agriculture  may  direct,  not  less  than 
thirty  days  after  judgment. 

(c)  If  an  appeal  be  taken  from  the  judgment  o\'  the  court  before 
such  publication,  notice  of  the  appeal  shall  accompany  the  publication. 

Regulation  7.  Standards  for  Drugs. 
.  I  (Section  7.) 

1 1  (a)  A  drug  bearing  a  name  recognized  in  the  United  States  Pharma- 
I  copceia  or  National  Formulary,  without  any  farther  statement  respect- 
ing its  character,  shall  be  required  to  conform  in  strength,  quality,  and 
purity  to  tne  standards  prescribed  or  indicated  for  a  drug  o(  the  same 
name  recognized  in  the  United  States  Pharmacopoeia  or  National 
Formulary,  official  at  the  time. 


(b)  A  drug  bearing  a  name  recognized  in  the  United  States  Pharma- 
copoeia or  National  Formulary,  and  branded  to  show  a  different  stand- 
ard of  strength,  quality,  or  purity,  shall  not  be  regarded  as  adulterated 
if  it  conforms  to  its  declared  standard. 

Regulation  8.  Formulas— Proprietary  Foods. 
(Section  8,  last  paragraph.) 

(a)  Manufacturers  of  proprietary  foods  are  only  required  to  state 
upon  the  label  the  names  and  percentages  of  the  materials  used,  in  so. 
far  as  the  Secretary  of  Agriculture  may  find  this  to  be  necessary  to 
secure  freedom  from  adulteration  and  misbranding. 

(b)  The  factories  in  which  proprietary  foods  are  made  shall  be  open 
at  all  reasonable  times  to  the  inspection  provided  for  in  Regulation  16. 

Regulation  9.     Form  of  Guaranty. 

[See  also  F.  I.  D.  83  for  opinion  of  the  Attorney-General  on  the  issue  of  a  guaranty  based  upon  a 

former  guaranty.] 

(Section  9.) 

(a)  No  dealer  in  food  or  drug  products  will  be  liable  to  prosecution 
if  he  can  establish  that  the  goods  were  sold  under  a  guaranty  by  the 
wholesaler,  manufacturer,  jobber,  dealer,  or  other  party  residing  in 
the  United  States  from  whom  purchased. 

(b)  A  general  guaranty  may  be  filed  with  the  Secretary  of  Agricul- 
ture by  the  manufacturer  or  dealer  and  be  given  a  serial  number, 
which  number  shall  appear  on  each  and  every  package  of  goods  sold 
under  such  guaranty  with  the  words  "Guaranteed  under  the  food 
and  drugs  act,  June  30,  1906." 

(c)  The  following  form  of  guaranty  is  suggested: 

I  (we)  the  undersigned  do  hereby  guarantee  that  the  articles  of  foods  or  drugs 
manufactured,  packed,  distributed,  or  sold  by  me  (us)  [specifying  the  same  as  fully 
as  possible]  are  not  adulterated  or  misbranded  within  the  meaning  of  the  food  and 
drugs  act,  June  30,  1906. 

(Signed  in  ink. ) 

[Name  and  place  of  business- of  wholesaler,  dealer,  manufacturer,  jobber,  or  other  party.] 

(d)  If  the  guaranty  be  not  filed  with  the  Secretary  of  Agriculture 

as  above,  it  should  identify  and  be  attached  to  the  bill  of  sale,  invoice, 

bill  of  lading,  or  other  schedule  giving  the  names  and  quantities  of 

the  articles  sold. 

ADULTERATION. 

Regulation  10.  Confectionery. 
(Section  7.) 
(a)  Mineral  substances  of  all  kinds  (except  as  provided  in  Regulation 
15)  are  specifically-  forbidden  in  confectionery  whether  they  be  poi- 
sonous or  not. 

(h)  Only  harmless  colors  or  flavors  shall  be  added  to  confectionery. 

(c)  The  term  "narcotic  drugs"  includes  all  the  drugs  mentioned  in 

section  8,  food  and  drugs  act,  June  30,  1906,  relating  to  foods,  their 

derivatives  and  preparations,  and  all  other  drugs  of  a  narcotic  nature. 


Regulation  11.    Substances  Mixed  and  Packed  with  Foods. 
-     lion  7,  under  "Foods.") 

No  substance  may  be  mixed  or  packed  with  a  food  product  which 
will  reduce  or  lower  its  quality  or  strength.  Not  excluded  under  this 
provision  are  substances  properly  used  in  the  preparation  of  food 
products  for  clarification  or  refining,  and  eliminated  in  the  further 
process  of  manufacture. 

Regulation  12.  Coloring,  Powdering,  Coating,  and  Staining. 
(Section  7,  under  "Foods.") 

(a)  Only  harmless  colors  may  be  used  in  food  products. 

(b)  The  reduction  of  a  substance  to  a  powder  to  conceal  inferiority 
in  character  is  prohibited. 

(c)  The  term  ^powdered"  means  the  application  of  any  powdered 
substance  to  the  exterior  portion  of  articles  of  food,  or  the  reduction 
of  a  substance  to  a  powder. 

(d)  The  term  "coated"  means  the  application  of  any  substance  to 
the  exterior  portion  of  a  food  product. 

(e)  The  term  "stain"  includes  any  change  produced  by  the  addition 
or"  any  substance  to  the  exterior  portion  of  foods  which  in  any  way 
alters  their  natural  tint. 

Regulation  13.  Natural  Poisonous  or  Deleterious  Ingredients. 
(section  7.  paragraph  5,  under  ''Foods.") 
Any  food  "product  which  contains  naturally  a  poisonous  or  deleteri- 
ous ingredient  does   not  come  within  the  provisions  of  the  food  and 
drugs  act,  June  30,  1906,  except  when  the  presence  of  such  ingredient 
is  due  to  tilth,  putrescence,  or  decomposition. 

Regulation  14.  External  Application  of  Preservatives. 

(Section  7,  paragraph  5,  under  "Foods,"  proviso.) 

((f)  Poisonous  or  deleterious   preservatives  shall   only  be  applied 

externally,  and  they  and  the  food  products  shall    be  of  a  character 

which  shall  not  permit  the  permeation  of  any  of  the  preservative  to 

the  interior,  or  any  portion  of  the  interior,  of  the  product. 

(b)  When  these  products  are  ready  for  consumption,  if  any  portion 
of  the  added  preservative  shall  have  penetrated  the  iin)d  product. 
then  the  proviso  of  section  7.  paragraph  5,  under  '*  Foods,"  shall  not 
obtain,  and  such  food  products  shall  then  be  subject  to  the  regulations 
for  food  products  in  general. 

(c)  The  preservative  applied  must  be  o^  such  a  character  that,  until 
removed,  the  food  products  are  inedible. 

Regulation  15.  Wholesomeness  of  Colors  and  Preservatives. 

[Bee also  P.  I.  D.  76  and  s,.»  for  rulings  under  this  head  pending  complete  Investigations  and  Una! 

decision.] 

(Section  7,  paragraph  5,  under  "  Foods." 
(«)  Respecting  the  wholesomeness  of  colors,  preservatives,  and  other 
substances  \\  hich  are  added  to  food-,  the  Secretary  of  Agriculture  shall 
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determine  from  chemical  or  other  examination,  under  the  authority  of 
the  agricultural  appropriation  act,  Public  382,  approved  June  30,  1906, 
the  names  of  those  substances  which  are  permitted  or  inhibited  in  food 
products;  and  such  findings,  when  approved  by  the  Secretary-  of  the 
Treasury  and  the  Secretary  of  Commerce  and  Labor,  shall  become  a 
part  of  these  regulations. 

(b)  The  Secretary  of  Agriculture  shall  determine  from  time  to  time, 
in  accordance  with  the  authority  conferred  by  the  agricultural  appro- 
priation act,  Public  382,  approved  June  30,  1906,  the  principles  which 
shall  guide  the  use  of  colors,  preservatives,  and  other  substances  added 
to  foods;  and  when  concurred  in  by  the  Secretary  of  the  Treasury  and 
the  Secretary  of  Commerce  and  Labor,  the  principles  so  established 
shall  become  a  part  of  these  regulations. 

Regulation  16.  Character  of  the  Raw  Materials. 

(Ssction  7,  paragraph  1,  under  "Drugs;"  paragraph  6,  under  "Foods.") 

(a)  The  Secretary  of  Agriculture,  when  he  deems  it  necessarj^,  shall 
examine  the  raw  materials  used  in  the  manufacture  of  food  and  drug 
products,  and  determine  whether  any  filthy,  decomposed,  or  putrid 
substance  is  used  in  their  preparation. 

(b)  The  Secretary  of  Agriculture  shall  make  such  inspections  as 
often  as  he  may  deem  necessary. 

MISBRANDING. 

Regulation  17.  Label. 

[As  amended  by  F.  I.  D.  84,  January  31,  1908,  taking  effect  February  10,  1908.] 
(Section  8.) 

(a)  The  term  "label "  applies  to  any  printed,  pictorial,  or  other  mat- 
ter upon  or  attached  to  any  package  of  a  food  or  drug  product,  or  any 
container  thereof  subject  to  the  provisions  of  this  act. 

(b)  The  principal  label  shall  consist,  first,  of  all  information  which 
the  food  and  drugs  act,  June  30,  1906,  specifically  requires,  to  wit,  the 
name  of  the  place  of  manufacture  in  the  case  of  food  compounds  or 
mixtures  sold  under  a  distinctive  name;  statements  which  show  that 
the  articles  are  compounds,  mixtures,  or  blends;  the  words  "com- 
pound," "mixture,"  or  "blend,"  and  words  designating  substances  or 
their  derivatives  and  proportions  required  to  be  named  in  the  case  of 
foods  and  drugs.  All  this  information  shall  appear  upon  the  principal 
label,  and  should  have  no  intervening  descriptive  or  explanatory  read- 
ing matter.  Second,  if  the  name  of  the  manufacturer  and  place  of 
manufacture  are  given,  they  should  also  appear  upon  the  principal 
label.  Third,  preferably  upon  the  principal  label,  in  conjunction  with 
the  name  of  the  substance,  such  phrases  as  "artificially  colored," 
"colored  with  sulphate  of  copper,"  or  any  other  such  descriptive  phrases 
necessaiy  to  be  announced  should  be  conspicuously  displayed.  Fourth, 
elsewhere  upon  the  principal  label  other  matter  may  appear  in  the  dis- 
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cretion  of  the  manufacturer.  If  the  contents  are  stated  in  terms  of 
weight  or  measure,  such  statement  should  appear  upon  the  principal 
label  and  must  be  couched  in  plain  terms,  as  required  by  Regulation  29. 

(c)  If  the  principal  label  is  in  a  foreign  language,  all  information 
required  by  law  and  such  other  information  as  indicated  above  in  (h) 
shall  appear  upon  it  in  English.  Besides  the  principal  label  in  the 
language  of  the  country  of  production,  there  may  be  also  one  or  more 
other  labels,  if.  desired,  in  other  languages,  but  none  of  them  more 
prominent  than  the  principal  label,  and  these  other  labels  must  bear  the 
information  required  by  law,  but  not  necessarily  in  English.  The  size 
of  the  type  used  to  declare  the  information  required  by  the  act  shall 
not  be  smaller  than  8-point  (brevier)  capitals:  Provided,  That  in  case 
the  size  of  the  package  will  not  permit  the  use  of  8-point  type,  the  size 
of  the  type  may  be  reduced  proportionately. 

(d)  Descriptive  matter  upon  the  label  shall  be  free  from  any  state- 
ment, design,  or  device  regarding  the  article  or  the  ingredients  or  suit- 
stances  contained  therein,  or  quality  thereof,  or  place  of  origin,  which 
is  false  or  misleading  in  any  particular.  The  term  '; design"  or 
"device"  applies  to  pictorial  matter  of  every  description,  and  to  abbre- 
viations, characters,  or  signs  for  weights,  measures,  or  names  of 
substances. 

(e)  An  article  containing  more  than  one  food  product  or  active 
medicinal  agent  is  misbranded  if  named  after  a  single  constituent. 

In  the  case  of  drugs  the  nomenclature  employed  by  the  United  States 
Pharmacopoeia  and  the  National  Formulary  shall  obtain. 

(f)  The  use  of  any  false  or  misleading  statement,  design,  or  device 
appearing  on  any  part  of  the  label  shall  not  be  justified  by  any  state- 
ment given  as  the  opinion  of  an  expert  or  other  person,  nor  by  any 
descriptive  matter  explaining  the  use  of  the  false  or  misleading  state- 
ment given  as  the  opinion  of  an  expert  or  other  person,  nor  by  any 
descriptive  matter  explaining  the  use  of  the  false  or  misleading  state 
ment,  design,  or  device. 

Regulation  18.  Name  and  Address  of  Manufacturer. 
Section  8.) 

(a)  The  name  of  the  manufacturer  or  producer,  or  the  place  where 
manufactured,  except  in  case  of  mixtures  and  compounds  having  a 
distinctive  name,  need  not  be  given  upon  the  label,  but  if  given,  must 

be  the  true  name  and  the  true  place.     The  words  "  packed  for ," 

"distributed  by ,"  or  some  equivalent  phrase,  shall  be  added  to 

the  label  in  case  the  name  which  appears  upon  the  label  is  not  that  of 
the  actual  manufacturer  or  producer,  or  the  name  o(  the  place  not  the 
actual  place  of  manufacture  or  production. 

(b)  When  a  person,  firm,  or  corporation  actually  manufactures  or 
produces  an  article  of  food  or  drug  in  two  or  more  places,  the  actual 
place  of  manufacture  or  production  of  each  particular  package  need 


/ 
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not  be  stated  on  the  label  except  when  in  the  opinion  of  the  Secretary 
of  Agriculture  the  mention  of  anjT  such  place,  to  the  exclusion  of  the 
others,  misleads  the  public. 

Regulation  19.  Character  of  Name. 

(As  amended  by  F.  I.  D.  84,  January  31,  1908,  taking  effect  February  10, 1908.) 
( Section  8. ) 

(a)  A  simple  or  unmixed  food  or  drug  product  not  bearing  a  dis- 
tinctive name  should  be  designated  by  its  common  name  in  the  English 
language;  or  if  a  drug,  by  any  name  recognized  in  the  United  States 
Pharmacopoeia  or  National  Formulary.  No  further  description  of  the 
components  or  qualities  is  required,  except  as  to  content  of  alcohol, 
morphine,  etc. 

(b)  The  use  of  a  geographical  name  shall  not  be  permitted  in  con- 
nection with  a  food  or  drug  product  not  manufactured  or  produced  in 
that  place,  when  such  name  indicates  that  the  article  was  manufac- 
tured or  produced  in  that  place. 

(c)  The  use  of  a  geographical  name  in  connection  with  a  food  or  I 
drug  product  will  not  be  deemed  a  misbranding  when  by  reason  of  long 
usage  it  has  come  to  represent  a  generic  term  and  is  used  to  indicate  a 
style,  t}Tpe,  or  brand;  but  in  all  such  cases  the  State  or  Territory  where 
any  such  article  is  manufactured  or  produced  shall  be  stated  upon  the 
principal  label. 

(d)  A  foreign  name  which  is  recognized  as  distinctive  of  a  product 
of  a  foreign  country  shall  not  be  used  upon  an  article  of  domestic  origin 
except  as  an  indication  of  the  t}Tpe  or  st}de  of  quality  or  manufacture, 
and  then  only  when  so  qualified  that  it  can  not  be  offered  for  sale  under 
the  name  of  a  foreign  article.  // 

Regulation  20.  Distinctive  Name. 
/  (Section  8.) 

/  (a)  A  ''distinctive  name"  is  a  trade,  arbitrary,  or  fancy  name  which 
clearty  distinguishes  a  food  product,  mixture,  or  compound  from  any 
other  food  product,  mixture,  or  compound. 

(I)  A  distinctive  name  shall  not  be  one  representing  an}7  single  con- 
stituent of   a  mixture  or  compound. 

(c)  A  distinctive  name  shall  not  misrepresent  an}7  property7  or  quality 
of  a  mixture  or  compound. 

(d)  A  distinctive  name  shall  give  no  false  indication  of  origin,  char- 
acter, or  place  of  manufacture,  nor  lead  the  purchaser  to  suppose  that 
it  is  any  other  food  or  drug  product. 

Regulation  21.   Compounds,  Imitations,  or  Blends  Without  Distinctive  Name. 

(Section  8.) 
(a)  The  term  "blend"  applies  to  a  mixture  of  like  substances,  not 
excluding  harmless  coloring  or  flavoring  ingredients  used  for  the  pur- 
pose of  coloring  and  flavoring  only. 
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(b)  If  any  age  is  stated,  it  shall  not  be  that  of  a  single  ono  of 
its  constituents,  but  shall  be  the  average  of    all  constituents  in  their 

respective  proportion^. 

(c)  Coloring  and  flavoring  can  not  be  used  for  increasing  the  weight 
or  bulk  of  a  blend. 

(d)  In  order  that  colors  or  flavors  may  not  increase  the  volume  or 
weight  of  a  blend,  they  are  not  to  be  used  in  quantities  exceeding  1 
pound  to  SOU  pounds  of  the  blend. 

(<?)  A  color  or  flavor  can  not  be  employed  to  imitate  any  natural 
product  or  any  other  product  of  recognized  name  and  quality. 

(f)  The  term  •'imitation"  applies  to  any  mixture  or  compound 
which  is  a  counterfeit  or  fraudulent  simulation  of  any  article  of  food 
or  drug. 

Regulation  22.  Articles  without  a  Label. 


i 


(Section  8,  paragraph  I.  under  "Drags;"  paragraph  1.  under  •'Food?.") 


It  is  prohibited  to  sell  or  offer  for  sale  a  food  or  drug  product  bear- 
ing no  label  upon  the  package  or  no  descriptive  matter  whatever 
connected  with  it.  either  by  design,  device,  or  otherwise,  if  said  prod- 
uct be  an  imitation  of  or  offered  for  sale  under  the  name  of  another 
article. 

Regulation  23.  Proper  Branding  not  a  Complete  Guaranty. 

Packages  which  are  correctly  branded  a>  to  character  of  contents, 
place  of  manufacture,  name  of  manufacturer,  or  otherwise,  may  be 
adulterated  and  hence  not  entitled  to  enter  into  interstate  commerce. 

Regulation  24.  Incompleteness  of  Branding. 

A  compound  shall  be  deemed  misbranded  if  the  label  be  incomplete 
as  to  the  names  of  the  required  ingredients.     A  >imple  product 
not  require  any  further  statement  than  the  name  or  distinctive  name 
thereof,  except  as  provided  in  Regulations  L9  (a)  and  - 

Regulation  25.  Substitution. 

3     'ion-  7  and  v 


(</)  When  a  substance  of  a  recognize!  quality  commonly  used  in  the 
preparation  of  a  food  or  drug  product  is  replaced  by  another  sub- 
stance not  injurious  or  deleterious  to  health,  the  name  of  the  substi- 
tuted substance  shall  appear  upon  the  label. 

{b)  When  any  substance  which  does  not  reduce,  lower,  or  injuriously 
affect  its  quality  or  strength,  is  added  to  a  food  or  drug  product,  other 
than  that  necessary  to  its  manufacture  or  refining,  the  label  shall  bear 
a  statement  to  that  effect. 
57845— Cir.  21— 08 2 
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Regulation  26.  Waste  Materials. 

(Section  8.) 

When  an  article  is  made  up  of  refuse  materials,  fragments,  or  trim- 
mings, the  use  of  the  name  of  the  substance  from  which  they  are 
derived,  unless  accompanied  by  a  statement  to  that  effect,  shall  be 
deemed  a  misbranding.  Packages  of  such  materials  maj^  be  labeled 
"pieces,"  "stems,"  "trimmings,"  or  with  some  similar  appellation. 

Regulation  27.  Mixtures  or  Compounds  with  Distinctive  Names. 

(Section  8.     First  proviso  under  "  Foods,"  paragraph  1.) 

(a)  The  terms  "mixtures"  and  "compounds"  are  interchangeable 
and  indicate  the  results  of  putting  together  two  or  more  food  products. 

(b)  These  mixtures  or  compounds  shall  not  be  imitations  of  other 
articles,  whether  simple,  mixt,  or  compound,  or  offered  for  sale  under 
the  name  of  other  articles.  They  shall  bear  a  distinctive  name  and 
the  name  of  the  place  where  the  mixture  or  compound  has  been  manu- 
factured or  produced. 

(c)  If  the  name  of  the  place  be  one  which  is  found  in  different 
States,  Territories,  or  countries,  the  name  of  the  State,  Territory,  or 
country,  as  well  as  the  name  of  the  place,  must  be  stated. 

Regulation  28.  Substances  named  in  Drugs  or  Foods. 

(Section  8.    Second  under  "Drugs;"  second  under  "Foods.") 

(a)  The  term  wC  alcohol"  is  defined  to  mean  common  or  ethyl  alcohol. 
No  other  kind  of  alcohol  is  permissible  in  the  manufacture  of  drugs 
except  as  specified  in  the  United  States  Pharmacopoeia  or  National 
Formulary. 

(b)  The  words  alcohol,  morphine,  opium,  etc.,  and  the  quantities  and 
proportions  thereof,  shall  be  printed  in  letters  corresponding  in  size 
with  those  prescribed  in  Regulation  17,  paragraph  (c). 

(c)  A  drug,  or  food  product  except  in  respect  of  alcohol,  is  mis- 
branded  in  case  it  fails  to  bear  a  statement  on  the  label  of  the  quan- 
tity or  proportion  of  any  alcohol,  morphine,  opium,  heroin,  cocaine, 
alpha  or  beta  eucaine,  chloroform,  cannabis  indica,  chloral  hydrate,  or 
acetanilide,  or  any  derivative  or  preparation  of  any  such  substances 
contained  therein. 

(d)  A  statement  of  the  maximum  quantity  or  proportion  of  any  such 
substances  present  will  meet  the  requirements,  provided  the  maximum 
stated  does  not  vary  materially  from  the  average  quantity  or  pro- 
portion. 

'(e)  In  case  the  actual  quantity  or  proportion  is  stated  it  shall  be 
the  average  quantity  or  proportion  with  the  variations  noted  in  Regu- 
lation 29. 


11 

(f)  The  following  are  the  principal  derivatives  and  preparations 
made  from  the  articles  which  are  required  to  be  named  upon  the  label: 
Alcohol,  Ethyl:  {Cologne  spirits,   Grain  alcohol,  Rectified  spirits.  Spirits,  andfy 
of  vine. ) 
Derivatives — 

Aldehyde,  Ether,  Ethyl  acetate.  Ethyl  nitrite,  and  Paraldehyde. 
Preparations  containing  alcohol — 

Bitters.   Brandies,  Cordials.   Elixirs.   Essences,  Fluidextracts,  Spirits,  Sirups, 
Tinctures,  Tonics,  Whiskies,  and  Wines. 
Morphine,  Alkaloid: 
Deri  cat  ires — 

Apomorphine,  Dionine,  Peronine,  Morphine  acetate.  Hydrochloride,  Sulphate, 
and  other  salts  of  morphine. 
Preparations  containing  'morphine  or  derivatives  of  morphine — 
Bougies,  Catarrh  Snuff.  Chlorodyne,  Compound  powder  of  morphine.  Crayons, 
Elixirs.  Granules,  Pills,  Solutions.  Sirups,  Suppositories,  Tablets,  Triturates, 
and  Troches. 
Opium.  Gum: 

Preparations  of  Opium — 
Extracts,  Denarcotized   opium,    Granulated    opium,    and    Powdered   opium, 
Bougies,  Brown  mixture.  Carminative  mixtures,  Crayons,  Dover's  powder, 
Elixirs,  Liniments,  Ointments,   Paregoric,  Pills.   Plasters,  Sirups.   Supposi- 
tories, Tablets,  Tinctures,  Troches.  Vinegars,  and  Wines. 
Deri  rat  ires — 
Codeine,  Alkaloid,  Hydrochloride,   Phosphate.  Sulphate,   and  other  salts 
codeine. 
Preparations  containing  codeine  or  its  salts — 
Elixirs,  Pills,  Sirups,  and  Tablets. 
Cocaine.  Alkaloid:  -■ 

Derivatives — 

Cocaine  hydrochloride.  Oleate,  and  other  salts. 
Preparations  containing  cocaine  or  salts  of  cocaine — 
Coca  leaves.  Catarrh  powders.  Elixirs,  Extracts,  Infusii  n  ol  coca,  Ointments, 
Paste    pencils,   Pills,    Solutions,  sirups,   Tablets,    Tinctures,  Troches,    and 
Wines. 
Heroin: 

Preparations  containing  heroin — 
Sirups,  Elixirs,  Pills,  and  Tablets. 
Alpha  and  Beta  Eucaine: 
Preparations— 
Mixtures,  Ointments.  Powders,  and  Solutions. 
Cm  oroform: 

Preparations  containing  chloroform — 
Chloranodyne,  Elixirs,   Emulsions,  liniments,  Mix*    res,  5 
Cannabis  Indica: 

Preparations  of  cannabis  indica — 
Corn  remedies,  Extracts,  Mixtures.  Pills,  Powders,  Tablets,  and  Tinctun 
Chloral  Hydrate  (Chloral,  V.  S.  Pharmacopeia,    B9( 
Derivatives — 
Chloral  acetophenonozim,  Chloral  alcoholate,   Chloralamide,  0h.»  . 
Chloral  orthoform,  Chloralose,  Dormiol,  Hypnal,  and  (Jraline. 
Preparations  containing  chloral  hydrate  or  its  derivatives — 
Chloral  camphorate,  Elixirs,  Liniments,  Mixtures.  Ointments,  Suj 
Sirups,  and  Tablets. 
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Acetanilide  (Aniifebrine,  Phenylacetamide) : 
Derivatives — 

Acetphenetidine,  Citrophen,  Diacetanilide,  Lactophenin,  Methoxy-acetanilide,, 
Methylacetanilide,  Para-Iodoacetanilide,  and  Phenacetine. 
Preparations  containing  acetanilide  or  derivatives — 
Analgesics,  Antineuralgics,  Antirheumatics,  Cachets,  Capsules,  Cold  remedies, 
Elixirs,    Granular  effervescing  salts,    Headache  powders,    Mixtures,    Pain 
remedies,  Pills,  and  Tablets. 

Regulation  29.  Statement  of  Weight  or  Measure. 
( Section  8.     Third  under  ' '  -Foods. ' ' ) 

(a)  A  statement  of  the  weight  or  measure  of  the  food  contained  in 
a  package  is  not  required.  If  any  such  statement  is  printed,  it  shall 
be  a  plain  and  correct  statement  of  the  average  net  weight  or  volume, 
either  on  or  immediately  above  or  below  the  principal  label,  and  of 
the  size  of  letters  specified  in  Regulation  17. 

(b)  A  reasonable  variation  from  the  stated  weight  for  individual 
packages  is  permissible,  provided  this  variation  is  as  often  above  as 
below  the  weight  or  volume  stated.  This  variation  shall  be  deter- 
mined by  the  inspector  from  the  changes  in  the  humidity  of  the 
atmosphere,  from  the  exposure  of  the  package  to  evaporation  or  to 
absorption  of  water,  and  the  reasonable  variations  which  attend  the 
filling  and  weighing  or  measuring  of  a  package. 

Regulation  30.  Method  of  Stating  Quantity  or  Proportion. 

(Section  8. ) 

In  the  case  of  alcohol  the  expression  "quantit}""  or  "proportion" 
shall  mean  the  average  percentage  by  volume  in  the  finished  product. 
In  the  case  of  the  other  ingredients  required  to  be  named  upon  the 
label,  the  expression  4i quantity"  or  *' proportion"  shall  mean  grains 
or  minims  per  ounce  or  fluid  ounce,  and  also,  if  desired,  the  metric 
equivalents  therefor,  or  milligrams  per  gram  or  per  cubic  centimeter, 
or  grams  or  cubic  centimeters  per  kilogram  or  per  liter;  provided 
that  these  articles  shall  not  be  deemed  misbranded  if  the  maximum  of 
quantity  or  proportion  be  stated,  as  required  in  Regulation  28  (d). 

EXPORTS  AND  IMPORTS  OF  FOODS  AND  DRUGS. 

Regulation  31.  Preparation  of  Food  Products  for  Export. 

(Section  2.) 

(a)  Food  products  intended  for  export  may  contain  added  substances 
not  permitted  in  foods  intended  for  interstate  commerce,  when  the 
addition  of  such  substances  does  not  conflict  with  the  laws  of  the  coun- 
tries to  which  the  food  products  are  to  be  exported  and  when  such 
substances  are  added  in  accordance  with  the  directions  of  the  foreign 
purchaser  or  his  agent. 
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(J)  The  exporter  is  not  required  to  furnish  evidence  that  goods  have 
been  prepared  or  packed  in  compliance  with  the  laws  of  the  foreign 

country  to  which  said  goods  arc   intended  to   he  shipped,  but  such 
shipment  is  made  at  his  own  risk. 

(c)  Food  products  for  export  under  this  regulation  shall  he  kept 
separate  and  labeled  to  indicate  that  they  are  for  export. 

(d)  If  the  products  are  not  exported  they  shall  not  be  allowed  to 
enter  interstate  commerce. 

Regulation  32.    Imported  Food  and  Drug  Products. 

(Section  11.) 

(a)  Meat  and  meat  food  products  imported  into  the  United  States 
shall  be  accompanied  by  a  certificate  of  official  inspection  of  a  character 
to  satisfy  the  Secretary  of  Agriculture  that  they  are  not  dangerous  to 
health,  and  each  package  of  such  articles  shall  bear  a  label  which  shall 
identify  it  as  covered  by  the  certificate,  which  certificate  shall  accom- 
pany or  be  attached  to  the  invoice  on  which  entry  is  made. 

(b)  The  certificate  shall  set  forth  the  official  position  of  the  inspector 
and  the  character  of  the  inspection. 

(c)  Meat  and  meat  food  products  as  well  as  all  other  food  and  drug 
products  of  a  kind  forbidden  entry  into  or  forbidden  to  be  sold,  or 
restricted  in  sale  in  the  country  in  which  made  or  from  which 
exported,  will  be  refused  admission. 

(d )  Meat  and  meat  food  products  which  have  been  inspected  and  past 
thru  the  customs  may,  if  identity  is  retained,  be  transported  in  inter- 
state commerce. 

Regulation  33.  Declaration. 

(Section  11  ) 

(a)  All  invoices  of  food  or  drug  products  shipped  to  the  United 
States  shall  have  attached  to  them  a  declaration  of  the  shipper,  made 
before  a  United  States  consular  officer,  as  follows: 

I,  the  undersigned,  do  solemnly  and  truly  declare  that  I  am  the of 

Manufacturer,  agent,  or  ^li ip] «or.  > 

the  merchandise  herein  mentioned  and  described,  and  that  it  consists  of  food  or  drug 

products  which  contain  no  added  Bubstancea  injurious  to  health. 

These   products   were  grdwn   in  and    manufactured  in      by 

i  Country.)  Name. 

. during  the  year       and  are  exported  from .     and  consigned  to 

ofmanufactui  (Cit;  (City.) 

Hie  products  bear  no  false  labels  or  marks,  contain  (  a. hied   coloring  matter  or 

preservative ,  and  an-  not  of  a  character  to  cause  prohibition  or  restriction 

(Name  of  added  color  or  preservative. ) 

in  the  country  v\  here  made  or  from  which  exported. 

Dated  at this day  of ,  19  — . 

(Signed): . 


14 

(b)  In  the  case  of  importations  to  be  entered  at  New  York,  Boston, 
Philadelphia,  Chicago,  San  Francisco,  and  New  Orleans,  and  other 
ports  where  food  and  drug  inspection  laboratories  shall  be  established, 
this  declaration  shall  be  attached  to  the  invoice  on  which  entry  is  made. 
In  other  cases  the  declaration  shall  be  attached  to  the  copy  of  the 
invoice  sent  to  the  Bureau  of  Chemistry. 

Regulation  34.  Denaturing. 

[As  amended  by  F.  I.  D.  93,  May  12,  1908.] 

(Section  11.) 

Unless  otherwise  declared  on  the  invoice,  all  substances  ordinarily 
used  as  food  products  will  be  treated  as  such.  Shipments  of  sub- 
stances ordinarily  used  as  food  products  intended  for  technical  pur- 
poses should  be  accompanied  by  a  declaration  stating  that  fact.  Such 
products  should  be  denatured  before  entry,  but  denaturing  may  be 
allowed  under  customs  supervision  with  the  consent  of  the  Secretary 
of  the  Treasury,  or  the  Secretary  of  the  Treasury  may  release  such 
products  without  denaturing,  under  such  conditions  as  may  preclude 
the  possibility  of  their  use  as  food  products. 

Regulation  35.  Bond,  Imported  Foods,  and  Drugs. 

(Section  11.) 

Unexamined  packages  of  food  and  drug  products  may  be  delivered 
to  the  consignee  prior  to  the  completion  of  the  examination  to  deter- 
mine whether  the  same  are  adulterated  or  misbranded  upon  the  execu- 
tion of  a  penal  bond  by  the  consignee  in  the  sum  of  the  invoice  value 
of  such  goods  with  the  duty  added,  for  the  return  of  the  goods  to 
customs  custody.  , 

Regulation  36.  Notification  of  Violation  of  the  Law. 

(Section  11.) 

If  the  sample  on  analysis  or  examination  be  found  not  to  comply 
with  the  law,  the  importer  shall  be  notified  of  the  nature  of  the  viola- 
tion, the  time  and  place  at  which  final  action  will  be  taken  upon  the 
question  of  the  exclusion  of  the  shipment,  and  that  he  may  be  present, 
and  submit  evidence  (Form  No.  5),  which  evidence,  with  a  sample  of 
the  article,  shall  be  forwarded  to  the  Bureau  of  Chemistry  at  Wash- 
ington, accompanied  by  the  appropriate  report  card. 

Regulation  37.  Appeal  to  the  Secretary  of  Agriculture  and  Remuneration. 

(Section  11.) 

All  applications  for  relief  from  decisions  arising  under  the  execution 
of  the  law  should  be  addrest  to  the  Secretary  of  Agriculture,  and  all 
vouchers  or  accounts  for  remuneration  for  samples  shall  be  filed  with 
the  chief  of  the  inspection  laboratory,  who  shall  forward  the  same, 
with  his  recommendation,  to  the  Department  of  Agriculture  for  action. 
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Regulation  38.  Shipment  beyond  the  jurisdiction  of  the  United  States. 

(Section  11.) 

The  time  allowed  the  importer  for  representations  regarding  the 
shipment  may  be  extended  at  his  request  to  permit  him  to  secure  such 
evidence  as  he  desires,  provided  that  this  extension  of  time  does  not 
entail  any  expense  to  the  Department  of  Agriculture.  If  at  the 
expiration  of  this  time,  in  view  of  the  data  secured  in  inspecting  the 
.-ample  and  such  evidence  as  may  have  been  submitted  by  the  manu- 
facturers or  importers,  it  appears  that  the  shipment  can  Dot  be  legally 
imported  into  the  United  States,  the  Secretary  of  Agriculture  shall 
request  the  Secretary  of  the  Treasury  to  refuse  to  deliver  the  ship- 
ment in  question  to  the  consignee,  and  to  require  its  reshipment  beyond 
the  jurisdiction  of  the  United  State-. 

Regulation  39.  Application  of  Regulations. 

These  regulations  shall  not  apply  to  dome-tic  meat  and  meat  food 
products  which  are  prepared,  transported,  or  sold  in  interstate  or 
foreign  commerce  under  the  meat-inspection  law  and  the  regulations 
of  the  Secretary  of  Agriculture  made  thereunder. 

Regulation  40.  Alteration  and  Amendment  of  Regulations. 

These  regulations  may  he  altered  or  amended  at  any  time,  without 
previous  notice,  with  the  concurrence  of  the  Secretary  of  the  Treas- 
ury, the  Secretary  of  Agriculture,  and  the  Secretary  of  Commerce 
and  Labor. 

The  above  rules  and  regulations  are  hereby  adopted. 

Leslie  M.  Shaw. 

Si  <-  rreta/)  •*/  oftJu    Trea  s  •  t  j  >/. 
James  Wils  >n, 

.V  ,-r,  f ,,,■>!  Of  A<ll'>rult \ 

Victor  II.  Metcalf, 

Si  of '  i  . 

Washington,  D.  C,  October  i,\  1906. 
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THE   FOOD   AND   DRUGS   ACT,  JUNE   30,   1906. 

AN  ACT  For  preventing  the  manufacture,  sale,  or  transportation  of  adulterated  or  misbranded  or 
poisonous  or  deleterious  foods,  drugs,  medicines,  and  liquors,  and  for  regulating  traffic  therein,  and 
for  other  purposes. 

Be  it  enacted  by  the  Senate  and  House  of  Representatives  of  the  United  States  of  America 
in  Congress  assembled,  That  it  shall  be  unlawful  for  any  person  to  manufacture  within 
any  Territory  or  the  District  of  Columbia  any  article  of  food  or  drug  which  is  adul- 
terated or  misbranded,  within  the  meaning  of  this  Act;  and  any  person  who  shall 
violate  any  of  the  provisions  of  this  section  shall  be  guilty  of  a  misdemeanor,  and  for 
each  offense  shall,  upon  conviction  thereof,  be  fined  not  to  exceed  five  hundred  dol- 
lars or  shall  be  sentenced  to  one  year's  imprisonment,  or  both  such  fine  and  impris- 
onment, in  the  discretion  of  the  court,  and  for  each  subsequent  offense  and  conviction 
thereof  shall  be  fined  not  less  than  one  thousand  dollars  or  sentenced  to  one  year's 
imprisonment,  or  both  such  fine  and  imprisonment,  in  the  discretion  of  the  court. 

Sec.  2.  That  the  introduction  into  any  State  or  Territory  or  the  District  of  Colum- 
bia from  any  other  State  or  Territory  or  the  District  of  Columbia,  or  from  any  foreign 
country,  or  shipment  to  any  foreign  country  of  any  article  of  food  or  drugs  which  is 
adulterated  or  misbranded,  within  the  meaning  of  this  Act,  is  hereby  prohibited;  and 
any  person  who  shall  ship  or  deliver  for  shipment  from  any  State  or  Territory  or  the 
District  of  Columbia  to  any  other  State  or  Territory  or  the  District  of  Columbia,  or 
to  a  foreign  country,  or  who  shall  receive  in  any  State  or  Territory  or  the  District  of 
Columbia  from  any  other  State  or  Territory  or  the  District  of  Columbia,  or  foreign 
country,  and  having  so  received,  shall  deliver,  in  original  unbroken  packages,  for 
pay  or  otherwise,  or  offer  to  deliver  to  any  other  person,  any  such  article  so  adulter- 
ated or  misbranded  within  the  meaning  of  this  Act,  or  any  person  who  shall  sell  or 
offer  for  sale  in  the  District  of  Columbia  or  the  Territories  of  the  United  States  any 
such  adulterated  or  misbranded  foods  or  drugs,  or  export  or  offer  to  export  the  same 
to  any  foreign  country,  shall  be  guilty  of  a  misdemeanor,  and  for  such  offense  be 
fined  not  exceeding  two  hundred  dollars  for  the  first  offense,  and  upon  conviction 
for  each  subsequent  offense  not  exceeding  three  hundred  dollars  or  be  imprisoned 
not  exceeding  one  year,  or  both,  in  the  discretion  of  the  court:  Provided,  That  no 
article  shall  be  deemed  misbranded  or  adulterated  within  the  provisions  of  this  Act 
when  intended  for  export  to  any  foreign  country  and  prepared  or  packed  according 
to  the  specifications  or  directions  of  the  foreign  purchaser  when  no  substance  is  used 
in  the  preparation  or  packing  thereof  in  conflict  with  the  laws  of  the  foreign  country 
to  which  said  article  is  intended  to  be  shipped;  but  if  said  article  shall  be  in  fact  sold 
or  offered  for  sale  for  domestic  use  or  consumption,  then  this  proviso  shall  not  exempt 
said  article  from  the  operation  of  any  of  the  other  provisions  of  this  Act. 

Sec.  3.  That  the  Secretary  of  the  Treasury,  the  Secretary  of  Agriculture,  and  the 
Secretary  of  Commerce  and  Labor  shall  make  uniform  rules  and  regulations  for  car- 
rying out  the  provisions  of  this  Act,  including  the  collection  and  examination  of 
specimens  of  foods  and  drugs  manufactured  or  offered  for  sale  in  the  District  of 
Columbia,  or  in  any  Territory  of  the  United  States,  or  which  shall  be  offered  for  sale 
in  unbroken  packages  in  any  State  other  than  that  in  which  they  shall  have  been 
respectively  manufactured  or  produced,  or  which  shall  be  received  from  any  foreign 
country,  or  intended  for  shipment  to  any  foreign  country,  or  which  may  be  submit- 
ted for  examination  by  the  chief  health,  food,  or  drug  officer  of  any  State,  Territory, 
or  the  District  of  Columbia,  or  at  any  domestic  or  foreign  port  through  which  such 
product  is  offered  for  interstate  commerce,  or  for  export  or  import  between  the  United 
States  and  any  foreign  port  or  country. 

Sec.  4.  That  the  examinations  of  specimens  of  foods  and  drugs  shall  be  made  in 
the  Bureau  of  Chemistry  of  the  Department  of  Agriculture,  or  under  the  direction 
and  supervision  of  such  Bureau,  for  the  purpose  of  determining  from  such  examina- 
tions whether  such  articles  are  adulterated  or  misbranded  within  the  meaning  of 
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this  Act;  and  if  it  shall  appear  from  any  such  examination  that  any  of  rocta  speci- 
mens is  adulterated  or  misbranded  within  the  meaning  of  this  Act,  the  Secretary  of 

Agriculture  shall  cause  notice  thereof  to  be  given  to  the  party  from  whom  such  .-am- 
ple was  obtained.  Any  party  so  notified  shall  be  given  an  opportunity  to  be  heard, 
under  such  rules  and  regulations  as  may  be  prescribed  as  aforesaid,  and  if  it  appears 
that  any  of  the  provisions  of  this  Act  have  been  violated  by  such  party,  then  the 
retaryof  Agriculture  shall  at  once  certify  the  facts  to  the  proper  United  States  district 
attorney,  with  a  copy  of  the  results  of  the  analysisor  the  examination  of  such  article 
duly  authenticated  by  the  analyst  or  officer  making  such  examination,  under  the 
oath  of  such  officer.  After  judgment  of  the  court,  notice  shall  be  given  by  publica- 
tion in  such  manner  as  may  be  prescribed  by  the  rules  and  regulations  aforesaid. 

Sec.  5.  That  it  shall  be  the  duty  of  each  district  attorney  to  whom  the  Secretary 
of  Agriculture  shall  report  any  violation  of  this  Act,  or  to  whom  any  health  or  food 
or  drug  officer  or  agent  of  any  State,  Territory,  or  the  District  of  Columbia  shall  pre- 
sent satisfactory  evidence  of  any  such  violation,  to  cause  appropriate  proceedings  to 
be  commenced  and  prosecuted  in  the  proper  courts  of  the  United  States,  without 
delay,  for  the  enforcement  of  the  penalties  as  in  such  case  herein  provided. 

Sec  6.  That  the  term  "drug,"  as  used  in  this  Act,  shall  include  all  medicines  and 
preparations  recognized  in  the  United  States  Pharmacopoeia  or  National  Formulary 
for  internal  or  external  use,  and  any  substance  or  mixture  of  substances  intended  to 
be  used  for  the  cure,  mitigation,  or  prevention  of  disease  of  either  man  or  other  ani- 
mals. The  term  "food,"  as  used  herein,  shall  include  all  articles  used  for  food, 
drink,  confectionery,  or  condiment  by  man  or  other  animals,  whether  simple,  mixed, 
or  compound. 

Sec  7.  That  for  the  purposes  of  this  Act  an  article  shall  be  deemed  to  be  adulter- 
ated : 

In  case  of  drugs: 

First.  If,  when  a  drug  is  sold  under  or  by  a  name  recognized  in  the  United  States 
Pharmacopoeia  or  National  Formulary,  it  differs  from  the  standard  of  strength, 
quality,  or  purity,  as  determined  by  the  test  laid  down  in  the  United  States  Phar- 
macopoeia or  National  Formulary  official  at  the  time  of  investigation:  Provided,  That 
no  drug  defined  in  the  United  States  Pharmacopoeia  or  National  Formulary  shall  be 
deemed  to  be  adulterated  under  this  provision  if  the  standard  of  strength,  quality, 
or  purity  be  plainly  stated  upon  the  bottle,  box,  or  other  container  thereof  although 
the  standard  may  differ  from  that  determined  by  the  test  laid  down  in  the  United 
States  Pharmacopoeia  or  National  Formulary. 

Second.  If  its  strength  or  purity  fall  below  the  professed  standard  or  quality  under 
which  it  is  sold. 

In  the  case  of  confectionery: 

If  it  contain  terra  alba,  barytes,  talc,  chrome  yellow,  or  other  mineral  substance 
or  poisonous  color  or  flavor,  or  other  ingredient  deleterious  or  detrimental  to  health, 
or  any  vinous,  malt,  or  spirituous  liquor  or  compound  or  narcotic  drug. 

In  the  case  of  food: 

First.  If  any  substance  has  been  mixed  and  packed  with  it  bo  as  to  reduce  or  lower 
or  injuriously  affect  its  quality  or  strength. 

Second.  If  any  substance  has  been  substituted  wholly  or  in  part  tor  the  article. 

Third.  If  any  valuable  constituent  of  the  article  has  been  wholly  or  in  part 
abstracted. 

Fourth.  If  it  be  mixed,  colored,  powdered,  coated,  or  stained  in  a  manner  whereby 
damage  or  inferiority  is  concealed. 

Fifth.  If  it  contain  any  added  poisonous  or  other  added  deleterious  ingredient 
which  may  render  such  article  injurious  to  health:  Provided,  That  w  hen  in  the  prep- 
aration of  food  products  for  shipment  they  are  preserved  by  any  external  application 
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applied  in  such  manner  that  the  preservative  is  necessarily  removed  mechanically, 
or  by  maceration  in  water,  or  otherwise,  and  directions  for  the  removal  of  said  pre- 
servative shall  be  printed  on  the  covering  or  the  package,  the  provisions  of  this  Act 
shall  be  construed  as  applying  only  when  said  products  are  ready  for  consumption. 

Sixth.  If  it  consists  in  whole  or  in  part  of  a  filthy,  decomposed,  or  putrid  animal 
or  vegetable  substance,  or  any  portion  of  an  animal  unfit  for  food,  whether  manu- 
factured or  not,  or  if  it  is  the  product  of  a  diseased  animal,  or  one  that  has  died 
otherwise  than  by  slaughter. 

Sec.  8.  That  the  term  "misbranded,"  as  used  herein,  shall  apply  to  all  drugs,  or 
articles  of  food,  or  articles  which  enter  into  the  composition  of  food,  the  package  or 
label  of  which  shall  bear  any  statement,  design,  or  device  regarding  such  article, 
or  the  ingredients  or  substances  contained  therein  which  shall  be  false  or  misleading 
in  any  particular,  and  to  any  food  or  drug  product  which  is  falsely  branded  as  to  the 
State,  Territory,  or  country  in  which  it  is  manufactured  or  produced. 

That  for  the  purposes  of  this  Act  an  article  shall  also  be  deemed  to  be  misbranded: 

In  case  of  drugs: 

First.  If  it  be  an  imitation  of  or  offered  for  sale  under  the  name  of  another  article. 

Second.  If  the  contents  of  the  package  as  originally  put  up  shall  have  been 
removed,  in  whole  or  in  part,  and  other  contents  shall  have  been  placed  in  such 
package,  or  if  the  package  fail  to  bear  a  statement  on  the  label  of  the  quantity  or 
proportion  of  any  alcohol,  morphine,  opium,  cocaine,  heroin,  alpha  or  beta  eucaine, 
chloroform,  cannabis  indica,  chloral  hydrate,  or  acetanilide,  or  any  derivative  or 
preparation  of  any  such  substances  contained  therein. 

In  the  case  of  food: 

First.  If  it  be  an  imitation  of  or  offered  for  sale  under  the  distinctive  name  of 
another  article. 

Second.  If  it  be  labeled  or  branded  so  as  to  deceive  or  mislead  the  purchaser,  or 
purport  to  be  a  foreign  product  when  not  so,  or  if  the  contents  of  the  package  as 
originally  put  up  shall  have  been  removed  in  whole  or  in  part  and  other  contents 
shall  have  been  placed  in  such  package,  or  if  it  fail  to  bear  a  statement  on  the  label 
of  the  quantity  or  proportion  of  any  morphine,  opium,  cocaine,  heroin,  alpha  or  beta 
eucaine,  chloroform,  cannabis  indica,  chloral  hydrate,  or  acetanilide,  or  any  deriva- 
tive or  preparation  of  any  of  such  substances  contained  therein. 

Third.  If  in  package  form,  and  the  contents  are  stated  in  terms  of  weight  or 
measure,  they  are  not  plainly  and  correctly  stated  on  the  outside  of  the  package. 

Fourth. .  If  the  package  containing  it  or  its  label  shall  bear  any  statement,  design, 
or  device  regarding  the  ingredients  or  the  substances  contained  therein,  which  state- 
ment, design,  or  device  shall  be  false  or  misleading  in  any  particular:  Provided,  That 
an  article  of  food  which  does  not  contain  any  added  poisonous  or  deleterious  ingre- 
dients shall  not  be  deemed  to  be  adulterated  or  misbranded  in  the  following  cases: 

First.  In  the  case  of  mixtures  or  compounds  which  may  be  now  or  from  time  to 
time  hereafter  known  as  articles  of  food,  under  their  own  distinctive  names,  and  not 
an  imitation  of  or  offered  for  sale  under  the  distinctive  name  of  another  article,  if 
the  name  be  accompanied  on  the  same  label  or  brand  with  a  statement  of  the  place 
where  said  article  has  been  manufactured  or  produced. 

Second.  In  the  case  of  articles  labeled,  branded,  or  tagged  so  as  to  plainly  indicate 
that  they  are  compounds,  imitations,  or  blends,  and  the  word  "compound,"  "imita- 
tion," or  "blend,"  as  the  case  may  be,  is  plainly  stated  on  the  package  in  which  it  is 
offered  for  sale:  Provided,  That  the  term  blend  as  used  herein  shall  be  construed  to 
mean  a  mixture  of  like  substances,  not  excluding  harmless  coloring  or  flavoring 
ingredients  used  for  the  purpose  of  coloring  and  flavoring  only:  And  provided  further, 
That  nothing  in  this  Act  shall  be  construed  as  requiring  or  compelling  proprietors  or 
manufacturers  of  proprietary  foods  which  contiin  no  unwholesome  added  ingredient 


19 

to  disclose  their  trade  formulas,  except  in  bo  far  as  the  provisions  of  this  Act  may 
require  to  secure  freedom  from  adulteration  or  misbranding. 

Sec.  9.  That  no  dealer  shall  be  prosecuted  under  the  provisions  of  this  Act  when 
he  can  establish  a  guaranty  signed  by  the  wholesaler,  jobber,  manufacturer,  or  other 
party  residing  in  the  United  States,  from  whom  he  purchases  such  articles,  to  the 
effect  that  the  same  is  not  adulterated  or  misbranded  within  the  meaning  of  this  Act, 
designating  it.  Said  guaranty,  to  afford  protection,  shall  contain  the  name  and 
address  of  the  party  or  parties  making  the  sale  of  such  articles  to  such  dealer,  and 
in  such  case  said  party  or  parties  shall  be  amenable  to  the  prosecutions,  tines, 
and  other  penalties  which  would  attach,  in  due  course,  to  the  dealer  under  the  provi- 
sions of  this  Act. 

Sec  10.  That  any  article  of  food,  drug,  or  liquor  that  is  adulterated  or  misbranded 
within  the  meaning  of  this  Act,  and  is  being  transported  from  one  State,  Terri- 
tory, District,  or  insular  possession  to  another  for  sale,  or,  having  been  transported, 
remains  unloaded,  unsold,  or  in  original  unbroken  packages,  or  if  it  be  sold  or 
offered  for  sale  in  the  District  of  Columbia  or  the  Territories,  or  insular  p- 
sions  of  the  United  States,  or  if  it  be  imported  from  a  foreign  country  for  sale,  or  if 
it  is  intended  for  export  to  a  foreign  country,  shall  be  liable  to  be  proceeded  against 
in  any  district  court  of  the  United  States  within  the  district  where  the  same  is  found, 
and  seized  for  confiscation  by  a  process  of  libel  for  condemnation.  And  if  such  arti- 
cle is  condemned  as  being  adulterated  or  misbranded,  or  of  a  poisonous  or  deleterious 
Character,  within  the  meaning  of  this  Act,  the  same  shall  be  disposed  of  by  destruc- 
tion or  sale,  as  the  said  court  may  direct,  and  the  proceeds  thereof,  if  s<  ild,  less  the  legal 
costs  and  charges,  shall  be  paid  into  the  Treasury  of  the  United  States,  but  such  goods 
shall  not  be  sold  in  any  jurisdiction  contrary  to  the  provisions  of  this  Act  or  the  laws 
of  that  jurisdiction:  Provided,  however.  That  upon  the  payment  of  the  costs  of  such  libel 
proceedings  and  the  execution  and  delivery  of  a  good  and  sufficient  bond  to  the 
effect  that  such  articles  shall  not  be  sold  or  otherwise  disposed  of  contrary  to  the 
provisions  of  this  Act,  or  the  laws  of  any  State,  Territory.  District,  or  insular  p —  - 
sion,  the  court  may  by  order  direct  that  such  articles  be  delivered  to  the  owner 
thereof.  The  proceedings  of  such  libel  cases  shall  conform,  as  near  as  may  be,  to 
the  proceedings  in  admiralty,  except  that  either  party  may  demand  trial  by  jury  of 
any  issue  of  fact  joined  in  any  such  case,  and  all  such  proceedings  shall  beat  the 
suit  of  and  in  the  name  of  the  United  States. 

Sec.  11.  The  Secretary  of  the  Treasury  shall  deliver  to  the  Secretary  of  Agriculture, 
upon  his  request  from  time  to  time,  samples  of  foods  and  drugs  which  are  being 
imported  into  the  United  States  or  offered  for  import,  giving  notice  thereof  to  the 
owner  or  consignee,  who  may  appear  before  the  Secretary  of  Agriculture,  and  have 
the  right  to  introduce  testimony,  and  if  it  appear  from  the  examination  of  such 
samples  that  any  article  of  food  or  drug  offered  to  he  imported  into  the  United  States  is 
adulterated  or  misbranded  within  the  meaning  of  this  Act.  or  is  otherwise  dangerous  to 
the  health  of  the  people  of  the  United  State-,  or  is  of  a  kind  forbidden  entry  into,  or  for- 
bidden to  be  sold  or  restricted  in  sale  in  the  country  in  which  it  i-  made  or  from  which 
it  is  exported,  or  is  otherwise  falsely  labeled  in  any  respect,  the  said  article  shall  be 
refused  admission,  and  the  Secretary  of  the  Treasury  shall  refuse  delivery  t<>  the 
consignee  and  shall  cause  the  destruction  of  any  ^uh\±  refused  delivery  which  shall 
not  be  exported  by  the  consignee  within  three  months  from  the  date  <>i  notice  of 
such  refusal  under  such  regulations  as  the  Secretary  of  the  Treasury  may  prescribe: 
Provided,  That  the  Secretary  of  the  Treasury  may  deliver  to  the  consignee  such 
goods  pending  examination  and  decision  in  the  matter  i^n  execution  oi  a  penal 
bond  for  the  amount  of  the  full  invoice  value  of  such  goods,  together  with  the 
duty  thereon,  and  on  refusal  to  return  such  Lroods  for  any  cause  to  the  custody  of 
the  Secretary  of  the  Treasury,  when  demanded,  for  the  purpose  of  excluding  them 
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from  the  country,  or  for  any  other  purpose,  said  consignee  shall  forfeit  the  full 
amount  of  the  bond:  And  provided  farther,  That  all  charges  for  storage,  cartage,  and 
labor  on  goods  which  are  refused  admission  or  delivery  shall  be  paid  by  the  owner 
or  consignee,  and  in  default  of  such  payment  shall  constitute  alien  against  any  futui 
importation  made  by  such  owner  or  consignee. 

Sec.  12.  That  the  term  "Territory"  as  used  in  this  Act  shall  include  the  insular 
possessions  of  the  United  States.  The  word  "person"  as  used  in  this  Act  shall  be 
construed  to  import  both  the  plural  and  the  singular,  as  the  case  demands,  and  shal 
include  corporations,  companies,  societies  and  associations.  When  construing  anc 
enforcing  the  provisions  of  this  Act,  the  act,  omission,  or  failure  of  any  officer,  agent, 
or  other  person  acting  for  or  employed  by  any  corporation,  company,  society,  or 
association,  within  the  scope  of  his  employment  or  office,  shall  in  every  case  be  also 
deemed  to  be  the  act,  omission,  or  failure  of  such  corporation,  company,  society,  or 
association  as  well  as  that  of  the  person. 

Sec.  13.  That  this  Act  shall  be  in  force  and  effect  from  and  alter  the  hist  day  of 
January,  nineteen  hundred  and  seven. 

Approved,  June  30,  1906. 


